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NPOAYKTY HAZ 18 FOMLUHA BL3PACT
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M3NCKBAHUA HA H30K NPU U3OABAHE HA NPOTOKONU 3A NMPOBEXOAHE HA NEYEHWUE HA
AKTUBHA BOJIECT HA CROHN U YNIUEPO3EH KONMUT C BMONOrMYHU NEKAPCTBEHU NMPOOYKTH
(Adalimumab, Golimumab, Infliximab, Vedolizumab, Tofacitinib, Ustekinumab)

MpoToKON®T Ce M3faBa OT CMEUMAnUCTM - racTPOEHTEPONO3N OT CMEeUManu3upaHa KOMUCUS B nevebHW 3aBedeHuUs 3a
BonHnyHa nomow, cknouunu porosop ¢ H30K. CneunanuanpaHmUTe KOMUCUM CE Cb3aaBaT CheC 3anoBeq Ha QUPEKTopa Ha
N13*: YMBAN ,Lapuua Woanna - UCYIT" - rp. Cocpusa, YMBAN ,Ce. Usan Puncku” - rp. Cocpus, BMA - rp. Codbma, YMBAN ,Cs.
MapuHa” - rp. Bapxa, YMBAN ,Cs. Meopru” - rp. Mnosaue, ,Amxubagem Cuti Knnnuk MBAJ] Tokypa" - rp. Codwms, YMBATN
,Cotuamen” - rp. Codoms, ,Anxubanem Cutv Knuuuk YMBAT - rp. Codoua, YMBAN ,Kacnena“ rp. Mnoeaue, YMBAJ ,Meopru
Crpancku” - rp. MneseH, YMBAJT Mpod. a-p CtosH Kupkosuy® - rp. Ctapa 3aropa, YMBAIN ,Anekcangposcka“ — rp. Codus.

*Mpu ecsika NPOMsHa Ha Cbcmaea Ha creyuanu3upaHume KOMUCUU ce npedocmass akmyanusupaxa 3anoeed Ha dupekmopa Ha J13.

I. PEQl 3A 3ABEPABAHE HA NPOTOKOITUTE

MpoTokonu 3a 3ano4BaHe Ha feyeHue
MpoTokony Npu NpoMsiHa (NOBUWAaBaHe) Ha AO30BMSA PEXWUM WM CMSIHA HA TepanusTa (CMsHa Ha nNeKapcTeeH
npoaykT ¢ apyr INN)

CMEUMANU3NPAHA ot MonbrnHeHo u noanucaHo npunoxenue 1A/1B — nuCT 3a onpegensiHe Ha
KOMUCUS kpuTepuute (no T.A) ¢ BCMYKKM HeoBXxoaumu nicneasaHus.
*  MeauuMHCKa QOKYMEHTaLUMUS C NPUNOXKEHN BCUYKU HeOBXOAUMU MoKasaTenu

W uscneasaHusa no Tabnuua 2 Ha npunoxexue 2

* PeweHue Ha cneuuanu3MpaHa KOMUCHUA C sICHA MeAULMHCKA MOTWUBALMA
(nodnucano om  8CuyKu uneHOge Ha  Ceyuanu3upaHama  KOMUCUS,
3a0b/mKUMenHo ce ombensidea NunNca Ha UsKMoYeauu Kpumepuu)

* ‘lpoTokon 3a npeanvcBaHe Ha nekapcTBa, 3annawanum ot H3OK/P30K' —
06p. M3-H30K

A 4

Komucus noyn. 78, 1. 2 3aBepka Ha npoTokona
ot 330 B LY Ha H30K B P30K

lMpoTokonu 3a npogbrmkaBaHe Ha NeYeHune

CMNEUMATNMU3UPAHA | ‘NMpoTtokon 3a npegnuceaHe Ha nekapcTea, | 3a 2 Ha
Komucm = sannawanm ot H30K/P3OK" — 06p. M3-H30K T paey

Il. OBLUX NONOXEHUA

1. 3011 nopasa nogroTeeHuTe fokymenTn B P30K no HacTosiums cu agpec. LoKymeHTUTe BKIIOYBAT:

1.1 3asasnenue o [upektopa Ha P30OK

1.2 MonbnHeHo u noanucaHo npunoxexue 1. Monbnea ce No CLOTBETHATA TOYKA W ce npunara oTpaseHarta B UMgpoB MHAEKC
MeanLUUHCKa NOKyMEeHTauus, yA0CTOBEpABaLLa BCEKM E4UH OT KpuTepunTe

1.3 MbnHusT Habop ucneaBaHns ((hK3NKaNHK, MHCTPYMEHTANHN 1 NnabopaTopHy), OTpaseH B NpunoxeHue 2

1.4 ‘MpoTtokon 3a npeanuMcBaHe Ha rnekapcTBa, 2annawadu ot H3OK/P30K' - 0bp. M3-H30K, usgageHd ot nekaps
cneunanuct, pabotely no gorosop ¢ H3OK. Mpunara ce opuriHan Ha NpoTokona, a NPW KaHAWAATCTBAHE 33 NPOAbMKABAHe Ha
TepanusaTa ce NpeaCcTaBs OpUrMHan Ha NpeaxoAHUA NPOTOKOM C OTPa3eHW BCUYKM HA3HAYEeHUA MO Hero

1.5. PeweHne Ha cneuvanuauMpaHa KOMMCHMA OT neyebHO 3aBefeHUe — W3MbAHUTEN Ha AmbynaTtopHa npoueaypa Ne 38
,OnpeaensiHe Ha nnaH Ha neyeHWe W NPOCNEAsBaHe Ha TepaneBTUYHUS OTTOBOP MPU NALMEHTH, nony4yasawy CKbNOCTPyBaLLK
nekapcTBeHW NPOAYKTU No peaa Ha un. 78, an. 2 330" - 6n. M3-H30K Ne 13

1.6. deknapauus 3a uHcopmMupaHo cbrnacue no obpasel (npunoxexnue 3)

2. P30OK npuema gokymeHTUTe no T. 1 cnea crnpaeKa OTHOCHO 30paBHOOCUTYpUTENHUA cTaTyc Ha 30/

3. MbpPBUAT M BTOPMAT NPOTOKON MPK 3aNoO4YBaHe Ha NevYeHue U NPU CMSIHA C APYr NeKapcTEeH NPOAYKT ce u3aaear 3a
nepuoa Ao 180 aHm, a BCeKM CrneaBawl NPOTOKON MOXeE Aa Ce u3aasa 3a CPoK Ao 365 gHu.

4. ONUCaHUAT NbNEH KOMMNIMEKT AOKYMEHTU Ce M3UCKBA B CNyyauTe, MPU KOUTO € yKa3aHa HeoBXOAMMOCT OT pelleHune Ha
KomucusTa no un. 78, 1. 2 or 330 B LY Ha H30K
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@ N3NCKBAHWA HA H30K NPWU NEYEHWE HA AKTUBHA BONECT HA CROHN 1 YJIUEPO3EH KONUT C BMONOTMYHIN NEKAPCTBEHW NPOOYKTH
HAZl 18 TOAULLIHA BB3PACT B U3BBHEONHUYHATA NOMOLL,
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NPUNOXEHUE 1A

NTUCT 3A ONPEQENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHWUE HA AKTUBHA BEOJTECT HA CROHN C
BUONOrMYHU NEKAPCTBEHW MPOAYKTU NPU BOINMHKA HALl 18 TOOQULLHA Bb3PACT

Wwe: lerw] [ [ T T T T T T

3abenexka: MmeduyuHckama dokymeHmauyus, ydocmosepsealya eceku Om KPUMepuume e nocoyeHa ¢ yughpa € UHOEKC U 3adbimKumenHo
npuépy;«asa Hacmoswomo npunoxeHue.

Bronoru4yHuTe nekapcTBeHn NPOAYKTH Ce NpunaraT KaTo BTOpPa NTIMHASA Ha feYeHne, Korato NbpBeata NuHUS (KOpTUKOCTEPOUan
u umyHocynpecopu) e Buna HeycnewHa, koHTpauHauuvpana unu 3001 He A noHacs. AHTUMHTErPUHOBMTE U UHTEPIEBKUHOBUTE
JlekapCTBEHW NpoAyKTU ce npwunaraT npu HeotroBopunn - 30J1 ¢ Henobbp OTroBOp npW NpeaxodHa Tepanus ¢ WMAK npu
KOHTpauHaUUMpaHu 3a npunarade Ha anti-TNF.

A. KPUTEPWM 3A 3ATTIOYBAHE HA MbPBU KYPC (SAOABITKWUTENHWU CA BCUYKWU KPUTEPUM)

MKB K50.0, K50.1

CurypHa gmarHosa ¢ onpefeneHo pa3npocTpaHeHuWe — NoTBbpAeHO Ha Basata Ha KNMHMYHATA CUMMTOMAaTUKA,
1 | napaknuHu4HM nacnensaHna M KOMBUHALMA OT EHAOCKONCKW U PEHTTEHOMOMMYHN W3CNEABaHNs - ToTaneH OFJ;FB.D, Ha [UT
Ype3 eHAoCcKoNus, peHTreHorpadma n/mnu komnoTbpHa (KT) unu mariuTHo-pesoHancHa (MPT) Tomorpadus

PESYHTRT OT XUCTONMOrUMYHO M3CnNeaBaHe Ha martepuan OT eHAO0CKOMCcKa Ii‘lfl/l]"ll"l nanapockoncka ©Guoncus, wwunm
MHTpaOﬂEpﬂTHBHO B3eT Mmatepuan, CbkBMeCTUM C AnarHosarta EOHECT Ha Crohn

Texka u ymepeHo Texka dopma Ha BonecTra

*  HapyweHo 0BLI0 CbCTOAHUE W €4VH WAKW NOBEYE OT CreJHWUTE CUMMTOMU: MHTEPMUTEHTHO NOBPbLLAaHe, 3aryba
3 Ha TenecHa maca Hag 10%, noeueHa TenecHa TemnepaTtypa, cunHa kopemHa Gonka ¢ nannaTtopHa
PpesucTeHTHoCT (GonesHeHa maca), anapus (Hag 3 gedekaunn AHEBHO), UNW HaNU4Me Ha obBCTpyKuMa, UCTyNK
unu abeueck |

MoBM1LWeEHU HABA HA KaNNpPOTeKTUH BLB (hekarnuu, BUCOKO HUBO Ha CRP > I'PI uiunu gpyru o6ekTUBHW Genesn 3a
aKTMBHOCT (EHAOCKONCKMA MNU XUCTOMNOrM4YHM Beneau 3a ax-rusnocr}

5 | CymapHa ouenka no Crohn’s Disease Ativity Index (CDAI) Hag 220 Touku °

HenoenuaeaHe oT KopTUkocTepouau v / unu nmyuocnynpecogw B ONTUMarnHW KypcoBe W 03U 3a noHe 3 mecevyeH
nepuos (eanH Mecey 3a pedpakTepHUTe* Ha NevyeHue cny4dam)

* 3a pehpakmepHu ce npuemam cilyvaume ¢ nepcucmupauja akmusHa Gonecm, 8blipeku neveHuemo c prednisolone 8
do3a Had 0.75 mg/kg dHeeHO 3a nepuod Had 4 cedmuyu

7 | Nunca Ha naknioYBaLWM KpUTEPUM MO Touka B *

" HeoBxoauMuTE M3creABaHuA ca oTpazeHu B Tabnuua 2 Ha NpunoxeHue 2 - 334bIDKUTENHO CE NPEACTaBAT Ha opuriHanHa GnaHka oT
nabopaTtopus UMK 3aBEPEHO ¥ NOANMCAHO KOMWE, NMPU HaNUuWe Ha XOCNMTanu3auws ce npunara enukpuaa ¢ Homep M3 c gasHocT Ao 1 mecey
npean KaHawaaTCTBaHETO; 3a4bIDKUTENHO Ce NPEeACTaBAT A3HHW 38 PBLCT. TErno U BMl, KaKTO W Pe3ynTaT OT MHCTPYMEHTANHWUTE U XWUCTONOrnM4YHK
nicnenBaHWA Ha opurﬁﬂgngg !gognlﬂcaﬂa ¥ nognevaraHa 6natka;
¢ npunara ce oueHka no ckana CDAI - Heo6xo41MMO e ABYKPATHO NOTEBLPXKAABAHE Ha U3rPaXAaLLUMTe ro NOKa3aTeny 3a noHe 4-CejMUYeH nepuod
OT nevyeHneTo, Nnpunarar ce n asara qmtua YAOCTOBEPABALLM NPOBEXAaHE Ha OUEeHKaTa,
aMGynaTopnu NnMCTOBE / enMKpW3a OT Mperneau Npu CNeuwanucT, yAOCTOBEPSBALYN HA3HAYaBaHE HA NPEAXOAHA TEpanua C OTPaseHu
CPOKOBE Ha npunoxeHwe " paaBa‘m CTPaHU4YHKU peakuuu, sanovyHarta Tepanua c Apyrn nekapcTeBeHn npoAYyKTU, CpoKoBee, e(‘.bEKTIIIBHOCT Konwue oT
peuenTypHaTa KHIKKa C OTpaseHa Tepanus 3a NPeAXOAEH NEPUOA UM ASKNapaLMs OT NaLMeHTa, Ye € 3aKyNyBan NekapcTBEHUTE NPOAYKTH;
YAOCTOBEPsiBa C& C NOANNC HA CNeLManucTa B NPUNOKEHNE 1 Ha HACTOSLMTE U3NCKBAHNS.

B. U3KMNIOYBALLIN KPUTEPUMN (NMPW 3ANMOYBAHE HA NEYEHUETO)

1. DBpeMeHHOCT W nakTauMsi (C W3KMIYEHWe Ha CrydYauTe, MOCOMEHM B KPATKWTE XapaKTepUCTMKW Ha OnpeneneHu
neKkapcTBEHW NPOAYKTK)

2. AKTUBHa unu naTtewTHa TyOepkynosa — WMYHONMOrMYHO w3cnenBaHe (334brkUTenHo MaHTy, no Bb3MOXHOCT
Quantiferon T-spof). MNpeau 3anoysaHe Ha Tepanus R-rpacdms Ha Ban 4pob W cbpue, 3a4bMKUTENHA KOHCYNTALMS C
dTnanatsup / Nynmonor

3. Cencuc unu apyra Texka uHdekumns

4.  HIV uHdekuns

5. OcTbp 1NK XpOHWYEH BUPYCEH XenaTuT

6. Heonnactu4Hu 3abonasaHua

7

8

9.

1

3acToitHa cbpaeyHa HegocTateuHocT (NYHA 111-1V)
AnnactiuyHa aHemus, uspaseHa rpaHynouuToneHus, muenodnbposa, numdom
MHoxecTeeHa CKneposa U apyru Bonectu ¢ aAemuennHnisauuna

0. ABTOMMYHHO 3abonseaHe

OTroBaps Ha KpMTEpUMUTE 3a 3anoYBaHe Ha

NeYeHueTo ¢ B AHeBHa 0033

noanucKU Ha YneHoBeTe Ha CNeLManu3npaHaTa KOMUCHA: .............ooooiiiieiieeniinnens

7
&K‘ W3NCKBAHWA HA H3OK MPW NEYEHWE HA AKTMBHA BONECT HA CROHN W YNUEPO3EH KONNT C BUONOMMYHWU NEKAPCTBEHK NMPOAYKTU
HAZ 18 FOAULIHA BB3PACT B M3BbHBONMHUYHATA MOMOLL




NPUNOXEHWE 16

NUCT 3A ONPELENAHE HA KPUTEPUUTE NMPU NPOABMKABAHE HA NEYEHUE HA AKTUBHA BOMNECT HA CROHNC
BUONOrMYHN NEKAPCTBEHU NPOOYKTU MNPU BONHU HAQ 18 FTOOMULLHA Bb3PACT

B. KPUTEPWUW 3A NPOAB/MKABAHE HA NEYEHUETO (A0 B/MKUTENHU CA BCUYKK KPUTEPUM)

MKB K50.0, K50.1

MNoBnuaBaHe Ha nokasatenwTe:

4| " HamansBaHe Ha KTWHW4HATa CUMTOMATUKa

=  nunca Ha cnag Ha BMI, nogobpaBaHe Ha oTknoHeHuTe BUOXUMUYHW NoKasaTenu
*  HamansBaHe ¢ Hag 50% wnu HopmanusupaHe Ha CRP '

2 | CymapHa oLeHKa Ha NoKa3aTenuTe — 3Ha4YUTENHO NoHWKeHne Ha CDAI CNpAMO M3xoaHara °

3 | NMunca Ha HexenawHa nekapcTeeHa peakuusa u usknYBawm Kputepuu no 1. I g

4 MERHUI‘IHCK.Q: AOKYMEHTaUMA eTanHa—eRMKPU3a C OTpaseHa CTeneH Ha NOoBMUABaHE Ha nokasartenute, 3aAbKUTENHO Ce NpeacTass W

amGynaTopHuA NUCT OT nperneaa Ha 12-Ta CeAMMUA CeA 3aN04BaHe Ha NIEYEHNETO, HEOBXOAMMUTE M3CNEABAHUA CA OTPA3GHM B TABNNLA 2
Ha NpUsoxXeHne 2 - 3aALMKUTENHO Ce NPeACTaBAT Ha OpUrMHanHa BnaHka oT NaBopaTopus UMK 3aBEPEHO U NOANUCAHO KOMUE:

? npunara ce oueHka no ckana CDAI:

*yAoCTOBepsiBA C& € NOANMC Ha CMELUManUCTa B NPUMOXEHME 1 HA HACTOAIMTE M3NCKBAHMS W Ce NONLNBA Tabn. 1; BKN. MaHTy - BeAHBLX
rOAMLIHO

Tabn. 1 Hexenaxu nekapcTeeHu peakumm
rageHe, rnasobonue, CBETOBLPTEX
aneprus
NoBMLUIABAHE Ha apTEPUAnHOTO HansaraHe
TexKa nidekums
XEMaTONOrNYH1 U/Mnu BUOXUMINYHIM OTKNOHEHUS CLOBPa3HO hapMaKkonorMuHOTO 4OCKe Ha nNpoAyKTa - XeMornobuH
nog 80 g/l, neekouuTy nog 3 500, TpomBouwnTi nog 90 000

I'. U3KIKOYBALLM KPUTEPWUU (MPU NMPOBIMKABAHE HA NEYEHMETO)
1. Jlunca Ha TepanesTuyeH ehekT cnes 3anoyBaHe Ha NeYeHUeTo
2. TpaiiHa pemucus Ha BonecTra

H30K 3AMNALUA OOMALLIHO HEQERﬁE C BMONOIMYHKU NEKAPCTBEHM MPOAYKTU OO0 NMOCTUIAHE HA TPAMHA KITMHUYHA W
EHIOCKONCA PEMWUCHS (O3[PABABAHE HA NTUTABULIATA).

OnpepeneHue 3a o3apassBaHe Ha nuraeuuata — 6e3 KNUHUYHKU, GMOXMMUYHWNABGOPaTOPHU, EHOOCKONCKA MMM XUCTONMOTHYHM Genesu Ha
Bb3nanexue, Bkn. CDAI nog 150 Touku. : :

OTI'OBapﬂ Ha KpuTepuuTe 3a npoabinkaBaHe

B
Ha ne4YeHueTo C AHOBHA nosa

&

4
\3 V3UCKBAHUA HA H30K NPW NEYEHWE HA AKTUBHA BONECT HA CROHN W YNUEPO3EH KONIUT C BUONOTMYHIN NEKAPCTBEHU NPOAYKTK
HAZ 18 TOAVWIHA Bb3PACT B M3BbHBOMHUYHATA NoMoLL




NPUNOXEHKE 1B

NACT 3A ONPEQENAHE HA KPUTEPUUTE NMPU 3ANOYBAHE HA NEYEHUE HA YNLUEPO3EH KONUT C
BUONOIrnYHU NEKAPCTBEHU MNPOAYKTWU NPU BONMHU HAL 18 TOOWLLHA Bb3PACT

Nwme: | ErH [ I [ | [ I I l } |

3abenexka: wmeduyuHckama dokyMeHmauus, ydocmosepsealya ecexu om Kpumepuume e rocoyeHa ¢ uugpa 8 UHGEKC U 3a0BIDKUMENHO
npudpyxasa HaCMoAWOMO NPUNOXKEHUE.

BuonorniHuTe nekapcTBeHU NPOAYKTW (aHTULMTOKMHOBUTE, aHTUMHTErPUHOBM W WHTEPIEBKMHOBM) Ce MpUNarar Karo
BTOPa /MHWA Ha nNeYeHWe, KOrato nbpBaTa NMHWA (KOPTUKOCTEPOMAM W MMyHOCYnpecopi) € 6una HeycneluHa,
KOHTPaMHAWUMPaHa Ui NAUMEHTBLT He A NoHacs. TodaunTuHub ce Npunara Npu Bb3PacTHW NAUNEHTN C HEAOCTATbYEH OTIOBOP,
3aryba Ha OTrOBOP WU HEMOHOCUMOCT KbM KOHBEHLIMOHANHA Tepanus i BUONOrMYHN NeKapCTBEHN NPOAYKTY.

A. KPUTEPWK 3A 3ANOYBAHE HA MbPBU KYPC (BAABI/DKUTENIHW CA BCUYKU KPUTEPUW)

MKBE K51.0, K51.1, K51.3, K51.5, K51.8, K51.9

CurypHa guarHosa C onpeaencHo pasnpocTpaHeHne — NOTBLPAEHO Ha 0azata Ha KNUHWMYHATA CUMNTOMAaTUKA,
1 | napaknuHU4HK U3cnenBanns U KOMBUHALMA OT EHLOCKONCKM N PEHTTEHONOTMYHN U3CTIEABAHUS - ToTaneH ornea Ha MTUT
4pes3 KOMOHOCKONMA, peHTreHorpacusa u/unv KoMmioTbpHa (KT) unu marduTHo-pesoHaxcHa (MPT) TomMorpacdus !

Pe3ynTaT OT XMCTONMOIMYHO W3CrnefBaHe Ha maTepuan OT eHAOCKOMCKa 1m:’wnm nanapockoncka Guoncus, wunu
MHTPaoNepaTUBHO B3ET MaTepuan, CbBMECTMM C AMarHo3aTta ynuepo3eH KonuT

YmepeHo Texka tpopma Ha Gonectra
3 | kbpBaBsa gnapus = 3 gHeBHO; ¢ unn 6es nosuwweHa Tene(:Ha Temnepatypa z 37,8; xemornobux < 105 g/l; unn CYE > 30
MM/4 UNiA MOBMLLEHW HUBA Ha KaNMPOTEKTUH BbE dhekanuu '

MoBMWEHY HMBA Ha KANNPOTEKTUH BLB (heKanum; BUCOKO HUBO Ha CRP > 5 mg/l wlwnmn apyru o6eKkTUBHU Benesu
32 aKTUBHOCT (€HAOCKONCKM UMM XMCTONOrMYHM Benesu 3a akTMBHOCT)'

5 | CymapHa oLeHKa no uHaekc Ha Mayo Hag 6 Touku .

HenosnusgaHe 0T KOPTMKOCTEPOUAW W/UMW UIMYHOCNYNPECOPW B ONTUMAINHK KYPCOBE U 1031 3a NOHE 3 MECeYeH nepuoa
(eavH mecel 3a pedpaktepHuTe * Ha NeyeHne cnyyaw)
* 3a pechpakmepHu ce npuemam cryYaume ¢ nepcucmupaula akmueHa 6onecm, ebnpeku neveHuemo ¢ prednisolone &
dosa Had 0.75 mg/kg OHeeHo 3a nepuod Had 4 cedmuyu

7 Jlunca Ha u3knoYBaLLKM KpUTEPUM NO Touka B 4

" HeoBxoaumuTe u3cnenBaHus ca oTpa3eHu B Tabnuua 2 Ha NPUNOXeHWe 2 - 3aLMKUTENHO CE NPEeACTaBAT Ha OpWUrMHanHa GnaHka oT
nabopaTopus WnuM 3aBepeHo 1 NOANUCAHO KOMME, MPN HANMYME Ha XOCMUTANW3auMs Ce npunara enukpuaa ¢ Homep M3 ¢ aasHocT 4o 1 mecey
NPpean KaHAWAATCTBAHETO; 33ABMKUTENHO Ce NPEACTABAT AaHHN 3a PLCT, Terno u BMI, kakTo un pe3ynTart OT UHCTPYMEHTANHUTE U XUCTONOTUYHU
u3cneABaHuA Ha OpUrMHANHAa NOANNCaHa U noAneyartaHa Gnaxka (aasHocT 1 roguHa);

npunara ce oueHka no uHAekc Ha Mayo;

amBynaTopHM NUCTOBE / enuKpM3a OT Nperneaw NpW CNEeLWanucT, YA0CTOBEpABALLM HA3HAYaBaHe Ha fpPeAXoAHa Tepanus ¢ OTpaseHu
CPOKOBE Ha NPUNOXEHWE W PA3BUTIA CTPAHWYHYM PEaKLMW, 3aN04YHaTa Tepanus C Apyry NEKapCTBEHWU NPOAYKTU, CPOKOBE, echeKTUBHOCT,

Konue OT peuenTypHaTa KHIKKA C OTpa3eHa Tepanua 3a NPeaxofeH NepuoA WNuM AEKnapauvsi OT NAauMeHTa, Ye e 3akynysan NeKkapcTBEeHUTe
NPOAYKTH;
YAOCTOBEPABA CE C NOANUC Ha cneuuanama B Npunoxesue 1 Ha HACTOALUTE NIUCKBAHUSA.

B H3I(m0'~IBALLWI KPUTEPWUU (NPU 3ANOYBAHE HA NNEMEHUETO)

BpemeHHOCT W nakTauus (C M3KMIOYEHUE Ha CnyyauTe, MOCOYEHU B KpaTKUTE XapakTepUCTUKM Ha OnpeseneHu
nekapcTBEeHU NpoayKTH)

2. AKTMBHA wnu nateHTHa TyGepkynosa — MMyHONOrMYHO W3CneasaHe (3aAbMKUTENHO MaHTy, MO Bb3MOXHOCT
Quantiferon T-spot). Mpeau 3anousare Ha Tepanus R-rpadus Ha Ban Apob n cbpue, 3abMKUTENHA KOHCYNTALUMA CbC
®Tuamnatsp / Mynmonor

3. Cencuc unu apyra Texka uHdekums

4. HIV uHdekums

5. OcCTbp UnNK XpOHWUYEH BUPYCEH XenaTuT

6. Heonnactuyxu 3abonseaHun

7. 3acTolHa cbpAeyHa HegoctaTbyHoCT (NYHA -1V)

8. AnnacTuyHa aHemus, uspaseHa rpaHynoLMToNeHus, Mmenocpubpoaa, numdcom

9. MHoxecTBeHa ckneposa v gpyri 6onectv ¢ AgeMuenuHu3aums

10. ABTOMMYHHO 3abonsiBaHe

OTI'OBapﬂ Ha KpUTepuuTe 3a 3ano4yBaHe Ha

neYeHueTo c B AHEeBHa fo3a

noANUCH Ha YNEHOBETE Ha CNeuruanu3npaHaTa KOMUCHSR: ...................ocoevvveeiininnn...

W3UCKBAHUA HA H3OK NPWU NEYEHWE HA AKTMBHA BONMECT HA CROHN 1 YNUEPO3EH KONUT C BMONOTMYHM NEKAPCTBEHW NPOOYKTI
HAZ 18 TOAWVLUHA Bb3PACT B U3BBHBONHUYHATA NOMOLL




NPUNOXEHWE 1T

NWCT 3A ONPEOENAHE HA KPUTEPUMUTE NPU NMPOLABMKABAHE HA NEYEHUE HA YNUEPO3EH KOJNMUT C
BUONOrMYHU NEKAPCTBEHM NPOAYKTU NPU NALUMEHTU HAQL 18 TOAUHM

B. KPUTEPUU 3A NPOOBIMKABAHE HA NIEYEHUETO (3AOBIIKUTENHU CA BCUYKM KPUTEPUW)

MKB K51.0, K51.1, K51.3, K51.5, K51.8, K51.9

MoenusBaHe Ha nokasaTtenuTe:

*  HamansBaHe Ha KNUHWYHaTa CMMTOMaTHKa

* noaobpsBaHe WNW HOPManu3MpaHe Ha OTKNOHEHUTe NabopaTopHK NoKasaTenu
" eHJ0CKOMCKO MMk XUCTOMOrMYHO noaobperwe |

2 | CymapHa oLeHKa Ha NoKasaTenuTe — 3HAaYUTENHO MOHKEHNE Ha CNPSAMO U3XOQHATa °

3 | Nlunca Ha HexenaHa nekapcTBeHa peakuusi U U3KNIYBaWM KpuTepun no 1. I >

' MeauuMHCKa AOKYMEHTaUMA C OTpaleHa CTeNneH Ha MOBNWABAHE HA NOKa3aTenuTe, 3afbIKUTENHO Ce NPeACcTass u aMBynaTopHUst NUCT OT
npernena Ha 12-ta cegMuua cres 3anouBaHe Ha NEYEHUETO, HeOBXoAMMMUTE v3cneasaHus ca oTpasenu B Tabnuua 2 Ha npunoxenue 2 -
3aABIKUTENHO C& NPEACTABAT Ha OpUruHanHa Gnavka oT nabopaTopus nau 3aBEPEHO W NOANUCAHO Konue;

npunara ce oUeHKa no WHAekc Ha Mayo;
® ynoctoBepsBa ce ¢ noanuc Ha cneuuanucTa B NpUnoXeHWe 1 Ha HaCTOSWMTE M3UCKBaHWS U ce nonbnea Tabnuua 1; Bk, MaHTy -
BEAHBX rofULLIHO : :

Tabn. 1 HexenaHu nekapcTBeHn peakumm
ragexe, rnasobonue, CBETOBBPTEX
aneprus
NOBULIABAHE Ha apTepuanHoTo HansaraHe
TEXKa UHEKUUS
XeMaToNoru4YHN Mnnn BUOXMMUYHN OTKIIOHEHMSA CbOBPa3HO thapMaKkoNOrMYHOTO AoCHe Ha npoAaykTa - xemornobuH
noa 80 g/l, neskoumTy noa 3 500, TpomBoumTh nog 90 000

I. U3KNOYBALLM KPUTEPWUM (MPU NPOOBLIMKABAHE HA NEYEHUETO)

1. Nunca Ha TepanesTUYeH eqeKkT Cnea 3anoyBaHe Ha NeYeHneTo
2. TpainHa emucus Ha HonecTtra — o3apaesBaHe Ha nuraeuuaTa

H30K 3AMMALLA OOMALIHO NMEYEHVE BWONOrMYHU NEKAPCTBEHW TMPOAYKTWM OO MOCTUrAHE HA TPAWMHA KINMWUHUYHA W
EHOOCKONCA PEMUCUA (O30PABABAHE HA NUTABULIATA),

Onpepenenue 3a o3apaBsBaHe Ha NUraBULATa — 683 KITUHUYHK, GUOXMMUYHWIABOPATOPHU, EHAOCKONCKN UMM XMCTOMNOMMYHM Benesu Ha
Bb3narneHue.

OTI'OBEPF! Ha KpuTepuuTe 3a NnpoaAbMxKasBaHe

Hi 03a
Ha NneYeHueTo ¢ B AHeBHa O

B
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@& W3NCKBAHUA HA H30K NPW NEYEHWE HA AKTWMBHA BONECT HA GROHN 1 YNUEPO3EH KONWUT C BUONOTNYHWN NEKAPCTBEHW MPOAYKTA
HAL 18 FTOAWNWHA BB3PACT B U3BbHBEONHUYHATA nomoLy



NPUNOXEHUE 2

|. NEMEBHO-AWATHOCTUYEH ANTOPUTBM
1. TNEKAPCTBEHMW MNPOLOYKTW, BknoYeHn B Mpunoxenue 1 Ha MNMC, kouto H30K 3annawa B cLOTBETCTEME C

pencTeawuTe HOPMAaTUBHU OOKYMEHTH.

Tabnuua 1
INN MKB OO3A
WHpykumoHHa Tepanua:
* 80 mg npes cegmuua 0, nocneasanu ot 40 mg npes cegMmuua 2
3a K50.0 n K50.1
. _ Eg?g Eg?: = 160 mg npes ceamuua 0 (Noa dopmata Ha YETUPU MHKXEKLMN B
ADALIMUMAB K51 '3‘ K51 '5' PaMKUTe Ha e4HO AEHOHOLWME UNK KaTo ABE UHXKEKLWW AHEBHO B
' K51. Bl K51. 9‘ ABa nocnejoeartenHdu axuu), cneg koeto 80 mg npes cegmuua 2 3a
i ’ K50.0, K50.1, K51.0, K51.1, K51.3, K51.5, K51.8, K51.9
MNopabpxawa repanus™
= 40 mg npes ceamula
MHOyKuMOHHA Tepanus:
"  HadanHa gosa 200 mg
K51.0, K51.1, * 100 mg npes BTOpa ceamuua
GOLIMUMAB K51.3, K51.5, = 50 mg/100 mg Ha wecTa ceamuua
e ' K51.8, K51.9 Mopabpxawa repanua™:
. 50 mg/100 mg B 3aBMCMMOCT OT TENIECHOTO TErfo Ha Bceku 4
ceamuumn
WHaykuMoHHa Tepanus:
= Eg?g ig?: = 5 mg/kg nHTpaBeHo3Ha uHDY3Ks Ha 0, 2-pa 1 6-Ta ceamuum
INFLIXIMAB K51 '3 ; K51 5 MNoaawbpxaia repanus*:
- - K51- 8‘ K51‘ 9’ * 5 mg/kg vHTpaBeHosHa MHdy3Us Ha BCeku 8 ceamuuM cren
! ’ wecrta cegMmuua
WHaykumnoHHa Tepanus:
. 300 mg uHTpaseHo3Ha UHGY3us Ha 0, 2-pa v 6-Ta ceamuum
K50.0, K50.1, MNopabpxawa repanus™:
VEDOLIZUMAB K51.0, K51.1, * 300 mg MHTpaBeHO3Ha MHMDY3NA Ha BCEKW 8 ceaMuUUM Cneq WwecTa
i K51.3, K51.5, cegMuua unm
K51.8, K51.9 . 108 mg npunaraHu Ypes NOAKONKHA MHKEKLUS BEAHBX Ha BCEKU 2
CeAMWUN, CcreA MOHE [ABe WHTPaBEHO3HW WHDYy3uM (cnen
MHAYKUMS).**
. WMHaykumoHHa Tepanua™*:
K51.0, K51.1, * 20 mg (2 x 10 mg) AHEBHO B NPOABLIKEHNE Ha 8 CeaMULA
TOFACITINIB K51.3, K51.5,
K51.8, K51.9 Mopgaobpxawa Tepanua™*:
- * 10 mg (2 x 5 mg) aHeBHO
K50.0. K50.1 Mpunara ce kaTo BTOpa NMHKUs Ha Tepanus.
K51‘D’ K51‘ ,;’ Mopawpxawa repanus (Crneq BeHo3Ha MHAYKLUMUS Ha 130 mg****!):
USTEKINUMAB K51 '3 : K51 ‘5’ ® NbPBO MOAKOKHO NpunoxeHune Ha 90 mg Ha ceamuua 8 cnepn
K5 1' 8’ K51. 9' VHTpaBeHoO3HaTa no3a
e ; *  NpunoxeHuwe npes 12 ceamuum

* Mo Bpeme Ha NoaAbPXaLLaTa Tepanua g03ata Ha KOPTUKOCTEPONAUTE MOXE 4a CEe Hamanu NOCTENEHHO, B CLOTBETCTBME C npaeunara
Ha jobpaTta knuHu4Ha npakTuka. Mpu KaTeropudHu NokasaHus ce Aonycka MHTeH3upMKaLUna Ha 103MpoBKaTa, CboBpPa3HO Pa3peLLEHUETO
3a ynotpeba / kpaTkaTa XapakTepMCTUKA Ha NeKapCTBEHUS npoAykT. CMsHa Ha NeKapCTBEHW NPOAYKTY C& A0Mycka Camo NpU Hanuuue Ha
MEANLMHCKN MHAUKALMK.

** MNupsata noakoxHa fo3a Tpabea ga ce npunara BMECTo cnejgalja nnaHnpaHa WHTPaBEeHO3Ha UHAY3UA M Ha BCEKM 2 ceamuun cnea
TOBa.

***Tpn nauveHTUTe, KOWTO HE NOCTWUrHAT 4OCTaThYHA TepanesTU4Ha nonsa Ao ceamuua 8, NpUemMbT Ha MHAYKUMOHHATA 40338 MOXeE A3
6bae npoabmKEH 33 owe 8 cegmuLm (o6wo 16 ceamuum), nocnessaH or CTaHaapTHaTa noaAbpxalia Tepanua oT 5 mg gBa nbTu
AHesHo. [Mpu nauweHTuTe, Npu KOWTO He ce HabnAaBaT 4oKazaTencrea 3a TepaneBTUYHW NMON3KW A0 ceamuua 16, MHAYKUWOHHATA
Tepanus ¢ TogauutuHnb Tpabea 4a Gbae npekpaTeHa.

****TlayneHTute ce NNaHWpaT 3a BEHO3HA BEHO3HA WHAYKUMA cbC 130 mg cnej 3agbmxUTENHO NOAAAEHW 3aSBUTENHU LOKYMEHTW 1
YTBBPAEHa TEpanus cnej peLUeHUe Ha KOMUCUATA ekcnepTiaa no Yn.78, 1.2 ot 330 B H30K.

Mpw 3ano4BaHe Ha Tepanus Ha HOBM GONHMU (6e3 npeAalwecTBalO NEYeHUe C NOCOYEHUTe B Tabnuuya 1 INN) ce Ha3HauaBa
nekapcTBeHUA NpPOAYKT/TepaneBTUYHUA KYPC C HaW-ronsma pasxogHa eheKTUBHOCT (Hai-go6POTO CHLOTHOWEHUE MeXay
nocTuraHe Ha TepanesTMYEH pe3ynTaT OT NpunaraHe Ha nekapcTBeH NMPoAyKT/neKkapcTeeHa TepanvAa K pasxonBaHe Ha
cpeacTsa ot GlomkeTa Ha H30K 3a cbwus npoaykT/Tepanus, Npu cLNOCTaBAHETO MY C ApYr/u nekapcTBeH/M NnpoaykT/n unu
NekapcTBeHn Tepanuu, NpeacTaBMsABalUM TePaneBTUYHM anTepHaTMBM M 3anNalaHu HaNBLITHO UMW YaCTUYHO OT H30K), Ha
ocrgolaauue un. 23a, an.1 ot Hapen6a Ne4 ot 2009r.
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2. NPOCNEAABAHE

MPUNOXEHUE 2

[ UME:

[ErH] [ T T 1]

[T 1T

]

Tabnuua 2

W3CNEOBAHUA n KOHCYNTALUK*

U3XOOHWU (go 6
Meceua npegu
KaHaupaTcTeaHeTo)

HA BCEKW 6
MECELIA

HA BCEKM 12
MECELIA

XEMATONOMM4YHU

Xemornobuux ***

(11l mecew)

epUTPOLMTH

MCV

XeMaToKpuT

NeBKoLMTY

HeyTpochunu ***

(11 mecew)

TinmcboLmTy ***

(11l meceu)

TpomBouutn

CYE/CRP

NENENENENENENENEY

NENEVENENENENEYRY

BMOXUMWYHM

ASAT

ALAT

GGT /AP

MoHorpama

KpeatuHuH / ypes

06w 6enTbk / anbymun.

TNunuawm (npu T-8 ¢ Tofacitinib ) R

(11 mecew)

CepymHo xensiso / XCK

NENENENEVENENRY

SESAREST & AR K

CEPOJNIOrM4YHU

HBsAg / Anti HB c- total **

v

Anti HCV **

v

HIV

v

Cmv

Mo npeueHka

C. difficile

Mo npeueHka

MHCTPYMEHTANHW

EHp,ocxonuﬂ:{konquo WK CUrMOULOCKONMS)

v

XUCTOMOTMYHO u3cneaBaHe Ha Matepuan ot
€HAOCKOMNCKa W/Wnu nanapockoncka 6uoncusa, wmnu
MHTpaonepaTuUBHO B3ET Marepuan

v

O630pHa Unu KOHTPACTHA peHTreHorpacus unm KAT,
uwnu MPT ** . :

Mo npeuexka

Mo npeueHka

abaomuHanHa exorpachus

v

PenTrenorpacus Ha 6sn gpo6

v

OPYTU

BMI/Terno/PbveT

CDAI 3a 6onect Ha Crohn

<

aKTUBHOCT Ha YNLEpPO3eH KONuT

nHaekc Ha Mayo

v

TybepkynuHosa npoba (3agbmkutenHo MawTy, no
Bb3MOXHOCT Quantiferon unu T-spot)

NENENRNES

v

KannpoTeKTUH

v

v

* 3aQBLMKUTENHO Ce NpeacTaBA NONLIHEeHa ¢ pe3yntaTtuTte OoT M3acneABaHunTa Tabnuua 2 Ha npunoxeHue 2, BKNOYBaWa u
NMPEAXOAHNTE USCNEABAHNA W Ce NPEACTaBAT Ha opurMHanHa GnaHka ot naGopaTopus UNU 3aBEPEHO W NOANWCAHO Konwe
*MonoxuTeneH ceponorMyeH Mapkep 3a BUPYCEH XenaTuT 6e3 akTuBHa BupycHa pennukaums (PCR) He e npoTusBonokasaHue 3a
npoeexaaHe Ha BuonoruyHo NnedeHune, HO NpU 3agbiKuTeneH KOHTPON Ha BUpPYCHaTa pennukauua
*** Mpu Tepanua ¢ Tofacitinib - 3aabnxuTeneH KOHTpon Ha Boekn 3 Mecela, cbrnacHo paspeweHue 3a ynotpeba/KXn.

fata: ...
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Il. OB U3NCKBAHWA

1. Be3pacToBaTta rpaHuUa Ce W34uUCnsBa B HAaBbLPLIEHN FOAVHK - T.€. BKMIOYUTENHO KbM AaTtaTta Ha u3faeaHe Ha npotokona ot
cneunanuampaHaTa KOMUCKS.

2. Mpu HasHayaBaHe Ha Tepanus No NPOTOKON 3aAbMKMTENHO ceé Cbobpa3ssBaT Bb3PaCTOBMTE OrpaHUYEHIs, CbINacHo KpaTtkaTta
XapaKTepUCTMKa Ha CLOTBETHUS NeKkapCTBEH NPOAYKT, yTebpaeHa no peaa Ha 3JMXM.

3. H30K He 3annalia ne4YeHve M3BbH yKkasaHaTa Bb3pactoBa rpaHvua B KpaTtkaTta XxapakTepucTuka Ha npoaykTa.

4. H30K He 3annaila neyeHne ¢ 4031 Hag MakCMManHo paspeLleHuTe No Kpatka XxapakTepucTuka Ha npoaykTa.

5. B cnyyail Ha HacTbnMna MoAO3VpaHa HexXenaHa nekapcTBeHa peakuws, nexapsaT ysegomsisa WAJI no peaa Ha un. 184 ot
3MMXM. Konue oT cboBLUeHneTo ce npunara kbM MeauuuHckaTa gokymerTauums Ha 301 npy kaHauAaTCTBaHe 3a nedyeHune.

6. CNELMATIM3UPAHATA KOMUCHUA n3anasa PeweHne no oBpasel CbrnacHo HaLWOHaNHUA paMKoB AOrOBOp 3a MeauUUHCKUTE
[EenHoCcTH 3a auﬁyna'ropua npoueaypa Ne 38 "OnpepensHe Ha NNaH Ha NedYeHwe u NpocneasBaHe Ha TepaneBTUYHWUA OTroBOP
NPV NaLMEHTH, NOMYYaBAaLLYM CKLNOCTPYBALLW NEKAPCTBEHW NMPOAYKTI Mo peaa Ha un. 78, 7. 2 330" o1 npunoxenue Ne 7 kem un. 1
oT Hapenfa Ne 9 or 2019 r. 3a onpegensHe Ha naketa OT 34paBHW AEWHOCTW, rapaHTupaH ot OwaxeTta Ha HauwoHanHaTa
34paBHOOCUTYpUTENHA Kaca U npepocTaseHa ot 301 meanumHcKa aokyMmeHTauusa. CneunanuivpaHara KOMUCUA CbXpaHsBa
eavH eksemnnap ot Pewenvero. Mpu n3nasaHe wa npotokon Ha 30J1, CbxpaHAsa BTOPW K3EMNNAP HA NPOTOKONA, BCWKW
HeobxoaumMU [OKYMEHTU 3a M3naBaHeTO My W KOnWe OT npunoxeHve 1 Ha HacTOAWMWTE M3UCKBaAHMUSA, MOMBLIIHEHO no
c-bo'raemam TOYKa M MOANUCAHO OT YNIEHOBETE Ha CrieuuanvanpaHaTa KoMucus.

Hacmomuumé ‘usucksaHusi ca ymebpleHu om ynpasumens Ha H3OK cned Pewenue Ne P[-HC-04-87/17.08.2022 2. Ha
HadsopHusi cbeem Ha H3OK u npedeapumeniHo cbenacyeaHe ¢ EMIC, Ha ocHosaHue 4n.52, an.8 ebe epb3ka ¢ an.6 om
IMpasunHuka 3a yempoiicmeomo u deliHocmma Ha Hauuoxannama 30pagHoOCuzypumen+a Kaca. MsuckeaHusma eusam e cuna
om damama ﬂa oﬁuapodeaHemo um 8 ,prxaseu 8eCMHUK" U OMMeHam Oelicmeawjume usuckeawus, e cuna om 01.04.2021 .
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NPUNOXEHME 3

LOEKNAPALUA 3A UHOOPMUPAHO CBIMACHUE C W3NCKBAHUATA 3A 3AMOYBAHE/ MPOOBIMKABAHE HA
NEYEHUETO C NEKAPCTBEHWA NPOOYKT

CneA KaTo Ce 3ano3Hax C usanata MW npeaocTaseHa nHdopmauus W UenTa Ha JE4YEHMEeTO C JIekapCTBeHWs
npo,quT......,....;._.....; ........................................................................................... W cnepn Kato Mony4Yux u3depnarenHu OTroBopu Ha
nocmaenwrebr MeH BBIPOCH, ABKNapMpam He:

1. We cﬂaaaam npenopbyaHaTa M1 CXeMa Ha feyeHIe v NePUOANYHOCT Ha KOHTPONHUTE Nperneau.

2. Pe,qomqo e ce SBSBAM Ha KOHTPOMHM Mperneau W Hama Aa MPOMEHAM CamOBONMHO Wnu NOA APYro BHYLLEHWE
Ha3HaYeHaTa My Tepanvs.

3. Tpu ﬂpeycraHosﬂaaHe Ha Ne4YeHneTo no npﬁuunu HEeNpoW3TUyYaLLW OT pewwerneTo Ha KomucuaTa 3a ekcnepTusu B P30K
winu Komueusta no un. 78, 7.2 oT 330, we yeeaoms He3abaBHO NUYHWA CU nekap U P30K n we sbpHa B P30K
noc;nennmn 'NPOTOKON, MO KOWTO CbM MOMy4aBan/a NekapcTBEHNs NPOAYKT.

4. Tlpn HecnassaHe Ha NOCOYEHWTE YCIOBMA NEYEHUETO MU C YNOMEHATUA NekapCTBeH NPOAYKT ule 6bae npekpaTeHo u
HAMa Aa uMam npeteHuun kbm H3O0K.

BKNMAPATOP ..ot
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